Absence of effect in stochastic processes: its influence on test validation and test use.
Negativity in stochastic processes presents problems in interpretation because it is never possible to attain an absolutely adequate assurance of safety with such processes. Thus, it is extremely difficult to have complete confidence in the utility of validation studies of new methods in comparison to those that are accepted to be well established, especially when these processes are stochastic in the statistical sense of this term. The regulatory scientist who must make decisions on the basis of available evidence, therefore, has to make a number of assumptions in dealing with negativity. It is important to review the validity and usefulness of these assumptions from time to time to ensure that they cannot be replaced by improved methodology in the light of new scientific knowledge.